




In 1986, FDA again wrote the company stating: _’ 

“This is in response to your March 21. az3 Jc$ 5, t986 I=::::: 
concerning the status of y&r product ‘Syszm I.D. - with thr: i;ft 
of R6 Soda Lime g&us for encapsulation tZ?thei than non-re~:i.. of 
plastic as origin&y propasqd. . . . It 



By contrast, as CVM recognized with respect to tk2 ufc OF the Yeri 
animals, it does not appear that the personai IDkecUrii:: V&Chip is a 
though it is an “implant.” It is of course wuc that vkt~~i1:; any product that cfarnes into contact 
with the body--and many that do not-could be said to have an effect on ah ctuc or a 
ht-~tion of the body. However, as you note in ycJur Sesf:ion 513(g) submissions *s medical 
device jurisdiction under Section 201(h)(2) extends onl:: to such products that are marketed by 
rhelr manufacturers or distributors with cUxs of effe:s on the structure or it function of the 
body. In the Ianguage of the statute itself, the product nxsi be “inter&cd to” affect the structure 
lx a function of the body. It is welt sert!ed that inter&~ use is det~~~~ed with reference to 
marketmg claims. 

,\s early as Btadlev v. United States, 264 I?. 79 (Sth Cir. 1920), couns were finding *inter&d 
use” based upon marketing claims. In 1953, the Second CkMt hcfd that &aims arc esssntiai to 
establish an “intended use.” a v. , 203 F,2d 955 (2d Cir. 
1953) (per curia@, &g I real testi is how . , . this - 
product [is] being sold{.]” 227 F. Supp. 375. 386 : 
(W.0. Pa. 19&Q, &fJ& 34 
statutory definitions employing the ’ inundcd’ to rcrfef to 

has traditionally betn understood as “objc&ve iatkns.” 3L C.F.R* fi 

Indeed. .iust four years ago, the United Sx.zes COW oi .4ppe& for the Four& Circuit found 
that “no court has ever found that a prcd~ct is ‘intendled 5X &St’ Ot ‘~~~~ to affect’ within 
the meaning of the [FD&C Act] absent ~3~~~c~r c!aims as to that pr 

“Pets Smellfree,” 22 F.3d 232. 240 (10th Cit. 1994) (“PSF’J c 
promotional materials) . . . b ’ 

1985) (relying on “the manner in which the products p 
findino, chat the products were dntgs wxiet section 32~fg))(~)(c)); 
of Uevice . . , Ambivo-%i8$&&2661 F. Supp. 243,2* (8. &b. 1 
to “only those optomctits who take coullscs [frtxn the dis~~to~~ cor~C@nung 
use of the device”). 

In a 1994 case, FDA stated chart it “dcxs IX% claim that 
application coufd ‘qwlifi as a device ur,dtr ti 

writing ct commmsicationt ftmction, and it is nos soMy for cdaaioasi pllrprrsts. FDA Palicy for the 
kcgulation of Computer Products (November 13. tF89) ~ern$a~i~ d&d). 



INumber of Un!abeied Caseg, 21 F.3d 1026, 1030 (IOch:Cir. ~994) (CO&I, J., concurring in 
part and dissenting in part) (quoting Brief for the Wnited States at IQ) (emphasis added).’ 
Courts have held that Section 201(h)(3) on& encampasses products amazed to affect the body 
“in some medical--or drug-type fashion, j.&* in som tl way other than merely altering the 
appearance. ” An Article . . . “Sudden C&s,” 409 F.ld at 742 (jntcrnal quotation marks 
omitted) (emphasis added). & . v. , &7Q F.2d 678, 682-53 

_ U2.C. Cir. 1989) (Section 201(h)(3) is interpreted to be “rlslativtfj narrow.“). 

The peninent legislative history supparxs this intctprtration. S~ci~~a~ly, the Senate Report 
accompanying the legislation @at became the’ Federal Food, Drug, and Cosmetic; Act of 1935, 
Pub. L. Ho. 75-717, 42 Stat. 1040 (1938). states: 

The use to which the product is to be pur wiIl dcte 
h it will faalf. . . . Tk ~~ufa 

would be subject: to FD 
Circuit found, that iate 
been accepted as a matter of statutmy 
and Health v. Harris, 655 F.2d 236, 2 

mauufacturcr skews claims “has now 

Accordingly, assuming that no medicaE claims am made fcx th pW!%3 ~~~~ vetimp, 
and the product markeM for that pw~se contains no he&.& ~~~tio~ FDA can con%%~& 
thar it is not a medical device. 

It is, of course, foreseeabk ihat, any innpkn& SW& as t&e $~Suti ‘~~~ VdZhip, wilJ 
have an effect on the S~RXCN~G an& ~~~s~~~ of tk b@dy; ids, it wlfl be ~~~~y 
embedded under a petson’s skih HQWWN, as;; t&c Fourth C’kcuit ~~~~y kid, a forcseeabk 
effect on the struck o body does nor es 
Pharmaceuticals. r;aF; .3d 141 (4th Cir. 
under 21 C.F.R. Q must con@der evidence of likely 
2001 U.S. Disc. IJSQS 13247 @* MCI* Aug. 3, 2cm). If Ihe fo 
accepted by the courts, FDA would have ‘G’o~ xverat cases th# it kqA 
v. Articles of Drug for Veterinarv Use, 50 F.3d 497 (8ch CU.. 199 



c 

Fcods Ass’n v. Mathcw, 557, F .2d 325 (26 Cir. 1977): 
FD.4, 504 F .2d 761 (Zd Cir. 1974). 

AISO, if foreseeability were a permissibfe basis for finding an untended us+ as that term is us& 
in Section 2UI(h)(3), FDA’s jurisdictiuon would encompass ~~ artich~ having foresee&e 
ph:;sical e ffects. Yet F I3A only regufates products if they arc marketed with claims of medicat 
or therapeutic u tiiity. For example, ID.4 only regulztrs exercise c~uipment as a mcdica\ 
ijske -2xn ir is marketed with  claims to prevent, trear, or r~~b~~~t~~~ injury or disability. 
O therwise. it is a  consumer product. $& Letter from TIxxnas ~~~~ett tu James V. Lacy (&ray 
6. 198-3); 21 C.F.R. $5 8~.535~ng9~.~3~~ see ais ~~~~0~ Use4 
(3lother’s Piflow)-Device status Jan. 32, 
< www.fd3.8ov/cdrNdcvadvice/2taaa.htma Sun Pruttctive E”sb 
(updated Apr. 15, 1998) (*FDA has decided that it is r?ot t&c a~~~u~~~~~ agency tu re_guCate 
SK [{sun proteccivc clothing)] for whit 
intended for general use.“) (available a t 
from Richard M. Cooper, Chiqf COU 
GPSC (May 14, 1979) (available a t < 
[electrostatic air cieaners). 

In addition, if foreSeeable effcccs were to 
authority would intrude into consun~~ prcb~s reguk&xi-an 
by Congress to another federa! agency. CPsc”s jtn .isdic:ion 
5,vhich means *any a&k, or component fan thereof, p :&u& OP dti 
ccnsumer for use in or around a PIsfinant 
recre3tion. or o therwise, or (ii) fcrr t.ho pe 
in or around a penman@nt or temptlraq rCS 
otherwise . . . .* 15 U.S.C. 4 2fE?(a)(t). 
cr cosmetics (as such terrn~ arc def&M in 
Dt-q, and Cosmetic Act . . . ).” &$. 6  ~~~~(a~~)~. 

SimiIarty, if Section ZOI@@j of char FD&CY Act Bert inte 
over any-p 
regulatory the CPSC to FDA for a 
products. H iking boo9; sbir& ~a$&?$ and CC&W; C?t6X’G iSC 
and chemicai sprqs cm be said 81 afkccf 
example, keep the body W~VRI. T t is fat EMS 
opposed to subjective, 
mwufacturct does not suffice to esabtisb ~~~~~ USE- % *& 
intent” in the form of marketing ~lairns. 

toreover, for FDA to treat a~, “intend&” every 
function of the body woufd subject &f-label @SC t0 U&W 



medical products is ubiquitous, of&n comprising tb .t : standard uf cam. &g, c,p,, Janet 
Woodcock, A Shih in the Regulatory Approach, 32 Drug Info. J. 367, 367 (i998); GAO, 
Report to the Chairman, Sen. Conm. on Labor and Human ~eso~r~~s~ Off-Label Drugs: 
Reimbursement Policies Cunszrain Physician in Their Choice of Cancer Therapies 19 (Sept. 
1991).’ Given that many off-label uses are foreseeable, fur FDA to rapire pre-approYa1 for 
every use of a product made in the absence of ~Iair~s WXI~~ dramatic lly ham the public 
health. As one court put it, 

New uses for drugs are often discovered after FDA a~fov~ the 
package inserts that explain a drug”s al,sproved uses. ~o~~css 
would have created havoc in the practice of medicine ha 
required physicihns to follow $2 expensive and ~~~~~~g 
process of obtaining FDA approval befare putting drugs to new 
uses. 

United States v. Afson Ch m ins 879 F.2d 1154, 
Heckler, 718 F.td 1174.ell& (6.C. Cir. 192(S), 
(1985)). 

Finally, adoption of a forcsccaW.y thc~ry, of 
:approvai process. The abbreviated SW d 
Price Competition and Patent T&m R.CS 
No. 9847, 95 Stat. 1585, provict~ for appfavai af a generic 
of biocquivaience to the bovatut CO n. is au&o 
drug’s labeling is substartciall 
355ij)(2)(A)(v), @(4X3; 21 
experience with an innovator p 
off-labef uses, by the titne rhe gen;etic vctrtore 
that its innovator predecessor did not hue. 1 
FDA wouid lack au&o&y to approve a gene& &xg beeat%+ ail f~~~b~e uses would have 
to be in the labeling, and the ~~~f~~~ 
innovator Iabeling. The gent mval of the new 
indications by devetophg r& c 
“intended use” to incMe fo 
drug legislation, with ili c 

Conchsion 



Far the reasons set forth above, FDA has determined “that the Ve~~~i~, when marketed to 
provide information to assist in the diagnosis ur treatment of injwy or illness, is a me&al 
device. CDRH will be in touch with you shortly as to what its ~~pcctatiuns are with respect to 
that product, In the meantime, we.cxperrt that you will not market that product. So iong as no 
medical clriims are made for the personal LOtsecurity VeriChip, FDA can confm that it is not 
a medical device. 

Please do nor hesitate to contact us if yuu have any question or wish to discuss this matter 
further. 

i3anici E. ‘Troy 
Chief Counsel 
Food and Drug Administration 
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